US 9,284,280 B2
Page 3

(56) References Cited
OTHER PUBLICATIONS

Nippon Shinyaku Co., Ltd., Appendix 1 to Response to Office Action
for Israeli Patent Application No. 216928, which is an Israeli coun-
terpart of family of U.S. Appl. No. 14/160,699, Powder X-ray dif-
fraction spectra, 2 pages.

Nippon Shinyaku Co., Ltd., Appendix 2 to Response to Office Action
for Israeli Patent Application No. 216928, which is an Israeli coun-
terpart of family of U.S. Appl. No. 14/160,699, ICH Harmonised
Tripartite Guideline, Impurities: Guideline for Residual Solvents
Q3C(R5), Step 4 version dated Feb. 4, 2011, 29 pages.

Nippon Shinyaku Co., Ltd., Appendix 3 to Response to Office Action
for Israeli Patent Application No. 216928, which is an Israeli coun-
terpart of family of U.S. Appl. No. 14/160,699, ICH Harmonised
Tripartite Guideline, Impurities in New Drug Substances Q3A(R2),
Step 4 version dated Oct. 25, 2006, 15 pages.

Nippon Shinyaku Co., Ltd., Appendix 4 to Response to Office Action
for Israeli Patent Application No. 216928, which is an Israeli coun-
terpart of family of U.S. Appl. No. 14/160,699, Descriptions of
Experiments 1 and 2, 5 pages.

Nippon Shinyaku Co., Ltd., Written Opinion for Japanese Patent
Application No. 2011-519943, which is a Japanese Counterpart of
family of U.S. Appl. No. 14/160,699, submitted to Japanese Patent

Office on Nov. 28,2014, 17 pages (12 pages of English Translation of
Written Opinion, 5 pages of Written Opinion).

Nippon Shinyaku Co., Ltd., Response to Office Action for Philippine
Patent Application No. 1-2011-502567, which is a Philippine coun-
terpart of family of U.S. Appl. No. 14/160,699, submitted to Intel-
lectual Property Office of the Philippines on May 28, 2014, 5 pages.
Nippon Shinyaku Co., Ltd., Appendix 1 to Response to Office Action
for Philippine Patent Application No. 1-2011-502567, which is a
Philippine counterpart of family of U.S. Appl. No. 14/160,699, Pow-
der X-ray diffraction spectra, 2 pages.

Nippon Shinyaku Co., Ltd., Appendix 2 to Response to Office Action
for Philippine Patent Application No. 1-2011-502567, which is a
Philippine counterpart of family of U.S. Appl. No. 14/160,699, ICH
Harmonised Tripartite Guideline, Impurities: Guideline For Residual
Solvents Q3C(RS), Step 4 version dated Feb. 4, 2011, 29 pages.
Nippon Shinyaku Co., Ltd., Appendix 3 to Response to Office Action
for Philippine Patent Application No. 1-2011-502567, which is a
Philippine counterpart of family of U.S. Appl. No. 14/160,699, ICH
Harmonised Tripartite Guideline, Impurities in New Drug Sub-
stances Q3A(R2), Step 4 version dated Oct. 25, 2006, 15 pages.
Nippon Shinyaku Co., Ltd., Appendix 4 to Response to Office Action
for Philippine Patent Application No. 1-2011-502567, which is a
Philippine counterpart of family of U.S. Appl. No. 14/160,699,
Descriptions of Experiments 1 and 2, 5 pages.



